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Contract Number: 75A50120P00100 Attachment 1 — Statement of Work Revision 1

ATTACHMENT 1 - STATEMENT OF WORK

Biomedical Advanced Research and Development Authority (BARDA)
Broad Agency Announcement BAA-20-100-SOL-0002

Improving COVID Test Supply and Assay Claims
Area of Interest #4.1 (COVID-19)

Statement of Work (SOW)
PREAMBLE

Independently, and not as an agent of the government, the Contractor shall furnish all
necessary services; qualified professional, technical, and administrative personnel; and
material, equipment, and facilities not otherwise provided by the government under the
terms of this contract, as needed to perform the tasks set forth below.

The government reserves the right to modify the budget, progress, schedule, or
milestones to add or delete processes, schedules, or deliverables if the need arises.
Because of the nature of this research and development (R&D) contract and the
complexities inherent in this and prior programs, at designated milestones the
government will evaluate whether work should be redirected or removed, or whether
schedule or budget adjustments should be made. The government reserves the right to
change the product, process, schedule, or events to add or delete part or all of these
elements as the need arises.

OVERALL OBJECTIVES AND SCOPE

The purpose of this SOW is to ensure test availability, implement testing workflow
improvements and gain Emergency Use Authorization (EUA) for a new SARS-CoV-2 assay that
will help address the changing testing needs in the United States. As the COVID pandemic
continues, priorities in the types of assays, performance claims and supply constraints for
testing have changed. Currently, Hologic offers two assays for COVID testing, the Aptima
SARS-CoV-2 assay and the Panther Fusion SARS-CoV-2 assay. Together these assays are used
in more than [{@lllaboratories in the United States with monthly test volumes of over [{lll

ver time it has become apparent that even this supply of tests cannot meet
the on-going demand for testing. The barriers to increasing availability of tests include many
factors, including key consumables needed to run the tests as well as equipment to lyophilize
the assay reagents.

For Hologic’s assays, a key material limiting testing or expansion of testing is the availability of
pipette tips compatible with the Panther system and the Panther Fusion system. As for
equipment, the Aptima SARS-CoV-2 assay currently uses a lyophilization process that requires
B days per lot build and limits the number of tests that can be produced each month due to
this build cycle. This SOW supports the evaluation of alternative suppliers for the pipette tips
used for Hologic’s COVID assays (Deliverable 2), and validation of a shorter lyophilization
cycle for the Aptima SARS-CoV-2 assay (Deliverable 3). Through identifying and qualifying an

Hologic Confidential & Proprietary Information
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Contract Number: 75A50120P00100 Attachment 1 — Statement of Work Revision 1

alternative supplier for pipette tips, Hologic will be able to better ensure that tests produced
can be run by laboratories. Validation of a shorter lyophilization cycle could reduce the lot
build cycle time to !days and increase the average number of lot builds per month from
RIS s statement of work will also include work to validate a shorter lyophilization
cycle for the Aptima SARS-CoV-2/Flu multiplex assay (included as part of Deliverable 3).

In addition to improving test supply, how testing is performed is also limiting the number of
tests that can be run each month. Currently, the Hologic assays are used for testing of
individual samples from patients suspected of, or at risk for, SARS-CoV-2 infection. Recently,
the FDA issued guidance to commercial manufacturers on how to validate assays for use with
pooled samples. Testing sample pools allows more patient samples to be tested with fewer
assay tests run overall. This SOW will include the validation and Emergency Use Authorization
(EUA) submission of the Aptima SARS-CoV-2 and Panther Fusion SARS-CoV-2 assays for
pooled samples (Deliverable 4). Once the EUA is granted, the assays will be able to be used by
laboratories desiring to test pooled patient samples to expand the number of samples that
can be tested. This SOW also includes work to integrate common third-party sample pooling
instrumentation with the Panther system via the Panther Link software (Deliverable 5). This
integration will enable identification of sample pools, allows for deconvoluting the results for
pooled samples, and reporting results to a Laboratory Information System (LIS). This
integration will make the complicated handling and reporting of pooled samples simpler,
reduces risk of errors by improving traceability of results, and prepares Panther Link to
support additional pooling instrumentation in the future.

As the United States is approaching its first full influenza season after the COVID-19 pandemic
began, there will be a need for tests that help physicians differentiate between influenza and
SARS-CoV-2 to help better manage patients and COVID-19 clusters. Therefore, this SOW will
fund the transfer, validation, and Emergency Use submission/authorization of an Aptima
SARS-CoV-2/Flu multiplex assay capable of detecting Flu A, Flu B and SARS-CoV-2 in a single
test (Deliverable 6). The test will be a real-time Transcription-mediated Amplification (TMA)
assay that will be capable of running on Panther and Panther Fusion systems with real-time
fluorometers installed. It is anticipated that the Aptima SARS-CoV-2/Flu multiplex assay will
be used in addition to or in lieu of the current SARS-CoV-2 assays and thus the validation of
the new multiplex assay will include ensuring the assay can be produced at the same scale as
the Aptima SARS-CoV-2 assay. Since the US testing needs and FDA requirements for a SARS-
CoV-2/Flu multiplex assay may change over time, this statement of work will also include
estimates for post-EUA activities as part of Deliverable 6.

This statement of work will include procurement of specimens for future clinical studies to
evaluate the performance of the Aptima SARS-CoV-2/Flu assay to support FDA submissions to
expand product claims or obtain an IVD clearance (Deliverable 7). This will be done by
expanding efforts with current clinical sample suppliers supporting the efforts on Deliverable
4a of contract 75A50120P00069. In addition, the sample database setup as part of contract
75A50120P00069 will be leveraged for expedited and continued procurement of specimens.

Finally, this statement of work will include efforts to increase supply of the proprietary multi-
tube unit (MTU) consumable used for every test run on the Panther System. The Hologic
team will explore multiple options to increase supply and validate and implement at least one

Hologic Confidential & Proprietary Information
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Contract Number: 75A50120P00100 Attachment 1 — Statement of Work Revision 1

option to improve supply of this constrained material.

The effort for Improving COVID Test Supply and Assay Claims will progress in work
segments with key Deliverables being due during the Base Period of performance of the
contract (the Base Period will be labeled Contract Line ltem Number (CLIN) 0001). Each
Deliverable will require a concrete work segment with a well-defined objective, scope of
work, and success metric for accomplishing the Deliverable. The work segments for each
Deliverable may occur sequentially or simultaneously based on the pathway and needs of
the project.

The Deliverables for this project are described below:

1.
2.
3.

Deliverable 1 — Project Plan

Deliverable 2 — Evaluation and Validation of alternative pipette tips

Deliverable 3 — Validation of a shorter lyophilization cycle to reduce the build cycle
time for the Aptima SARS-CoV-2 and Aptima SARS-CoV-2/Flu assays by a minimum of
(D)

Deliverable 4 — Obtain Emergency Use Authorization of pooled sample claims for
the Hologic SARS-CoV-2 assays

Deliverable 5 — Integration of sample pooling with Panther Link software

Deliverable 6 — Obtain and expand Emergency Use Authorization for a real-time TMA
SARS-CoV-2/Flu multiplex assay

Deliverable 7 — Create specimen bank to be used for FDA submissions for the
Aptima SARS-CoV-2/Flu assay

Deliverable 8 — Validate and implement solution to increase supply of multi-tube
units (MTUs) for COVID testing

Deliverable 9 — Final Report and final data package

Deliverable 1: Project Plan

Objective:
Provide a detailed project plan outlining the goals, deliverables, and intended pathway for
the project.

Scope of Work:

e C(Create Gantt Chart that identifies all goals and deliverables for the project

e Provide a description of the tools/techniques used to track and monitor the
schedule and deliverables

e Provide a Risk Management Plan for the entire project

s Provide a regulatory plan for the entire project.

Success Metric for Completion of Deliverable 1:
e Provide all documentation to BARDA within 30 days of initiating the project
e BARDA acceptance of the files closes this milestone. Estimated cost:

Hologic Confidential & Proprietary Information
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Contract Number: 75A50120P00100 Attachment 1 — Statement of Work Revision 1

Deliverable 2 — Evaluation and Validation of alternative pipette tips
Objective:
Identify alternatives to the _capacitive level-sensing 1 mL pipette tips
validated for use with the Hologic SARS-CoV-2 assays. Evaluate multiple alternative
vendor options to determine candidates that match the performance criteria for the
existing tip. Validate selected candidate tips to ensure better supply of tips for COVID
testing.

Scope of Work:

e Create an Evaluation Plan

e Evaluate a minimum of 3 alternative tips

e Generate an Evaluation Summary Report identifying tips that meet performance
criteria

e C(Create a Validation Plan

e Validate performance of tips that meet the performance criteria

e Generate a Validation Report

e Implement use of the validated tips for Hologic customer use

Success Metric for Completion of Deliverable 2:
e See Appendix 1 — Milestone 2 Deliverables and Success Criteria

Deliverable 3 — Validation of a shorter lyophilization cycle to reduce the build cycle time

for the Aptima SARS-CoV-2 and Aptima SARS-CoV-2/Flu assays by a minimum of
Objective:
Validate a shorter lyophilization cycle to reduce the build cycle time by a minimum of
-for new lots of the Aptima SARS-CoV-2 assay

Scope of Work:

e Generate a Validation Plan for the new lyophilization cycle

¢ Complete lot builds for use for validation studies

e Generate a Validation Report

e Implement the lyophilization cycle for use in production of reagents for the Aptima
SARS-CoV-2 and Aptima SARS-CoV-2/Flu assays

Success Metric for Completion of Deliverable 3:
e See Appendix 2 — Milestone 3 Deliverables and Success Criteria

Deliverable 4 — Obtain Emergency Use Authorization of pooled sample claims for the
Hologic SARS-CoV-2 assays

Objective:

Obtain EUA for a pooled sample claim for the Hologic SARS-CoV-2 assays

Scope of Work:
e Work interactively with the FDA to establish validation testing requirements for a
pooled sample claim
e Generate a Validation Plan for the pooled sample claim
Hologic Confidential & Proprietary Information
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e  Obtain samples for validation studies

e Complete validation studies

e Generate a Validation Report

e Obtain Emergency Use Authorization from the FDA

Success Metric for Completion of Deliverable 4:
e See Appendix 3 — Milestone 4 Deliverables and Success Criteria

Deliverable 5 — Integration of sample pooling with Panther Link software
Objective:
Release an update to the Panther Link software that allows integration with common
third-party sample pooling instrumentation to improve the sample pooling workflow
for laboratories

Scope of Work:

e Update the Panther Link software requirements and specifications document to
include sample pooling

e Generate a Validation Plan for the Panther Link software revision

e Revise the Panther Link software to implement new requirements and specifications

e Complete validation studies

e Generate a Validation Report

e Release the Panther Link software revision to customers using the pooled sample
workflow for SARS-CoV-2 testing

Success Metric for Completion of Deliverable 5:
e See Appendix 4 —Milestone 5 Deliverables and Success Criteria

Deliverable 6: Obtain and expand Emergency Use Authorization for a real-time TMA SARS-CoV-
2/Flu multiplex assay
Objective:
Obtain EUA for a real-time TMA-based SARS-CoV-2/Flu multiplex assay to provide a
testing option to evaluate patients for both SARS-CoV-2 and Flu for the 2020/2021 Flu
season in the United States.

Scope of Work:
e Work interactively with the FDA to confirm assay design, verification, and validation
testing requirements for the multiplex assay
e Finalize verification and validation plans and acceptance criteria
e Complete Specification development, Verification and Validation studies to support
EUA submission
a. Establish analytical sensitivity
b. Establish specificity and lack of cross reactivity with other potentially reactive
organisms, including other coronaviruses
Execute guard banding studies to establish tolerance limits for manufacturing
d. Create verification panels using inactivated virus spiked into clinical matrix, and
Hologic Confidential & Proprietary Information
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with clinical specimens obtained from external laboratories

e. Complete verification studies to confirm assay sensitivity, specificity, and
reproducibility

f. Establish performance claims for clinical specimens

g. Develop process controls and lock software parameters

Transfer existing assay design to Operations

Validate manufacturing processes

Finalize all study reports

Obtain Emergency Use Authorization from the FDA

Complete any post-authorization studies required by the FDA or to support expanded

US testing needs

Success Metric for Completion of Deliverable 6:

See Appendix 5 — Milestone 6 Deliverables and Success Criteria

Deliverable 7 — Create specimen bank to be used for FDA submissions for the Aptima
SARS-CoV-2/Flu assay

Objective:

Prospectively obtain positive and negative clinical respiratory specimens from individuals
suspected of respiratory viral infection consistent with COVID-19 by their healthcare
provider. Symptoms of respiratory viral infection due to SARS-CoV-2 and influenza can be
similar. Specimens can be used to support FDA submissions for the Aptima SARS-CoV-
2/Flu assay.

Scope of Work:

Execute contract amendments with sample suppliers for continued procurement,
including IRB, if needed

Monitor procurement of specimens

Update database to allow for the collection of standard-of-care respiratory testing
assay and results (i.e., Influenza A, Influenza B)

Document specimen attributes such as demographics, date of collection, standard of
care respiratory testing assay and results

Store specimens for use in upcoming studies

Success Metric for Completion of Deliverable 7:

See Appendix 6 — Milestone 7 Deliverables and Success Criteria

Deliverable 8 — Validate and implement solution to increase supply of multi-tube units
(MTUs) for COVID testing
Objective:
Evaluate options, validate and implement a solution to increase supply of MTUs for
COVID testing

Hologic Confidential & Proprietary Information
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Scope of Work:

o |dentify feasible option to increase MTU supply, which can include increasing
production output or implementing alternative approaches to increase MTU supply

e Complete builds for use for validation studies

e Generate a Validation Report

e Implement the increased MTU production solution and make material available for
sale

Success Metric for Completion of Deliverable 8:
e See Appendix 7 — Milestone 8 Deliverables and Success Criteria

Deliverable 9: Final Report and Final Data Package
Objective:
Complete and deliver all outstanding documentation and data to BARDA

Scope of Work:
o Complete final study report and documentation

Success Metric for Completion of Deliverable 9:
e Final report to include a summation of the work performed and results obtained for
the entire contract period of performance.

¢ Final data package consisting of all raw data produced under this contract. Data
may be used by BARDA for analysis, evaluation, shared with other agencies, or
shared outside of the government consistent with FAR 52.227-14. This submission
package must be delivered in a non-proprietary format.

PROGRAM MANAGEMENT
The Contractor shall provide the following as outlined below:

a) The overall management, integration, and coordination of all contract activities, including
a technical and administrative infrastructure to ensure the efficient planning, initiation,
implementation, and direction of all contract activities.

b) A Principal Investigator (Pl) or Project Manager (PM) responsible for project
management, communication, tracking, monitoring, and reporting on status,
progress, and modifications to the project requirements, deliverables and timelines,
including projects undertaken by subcontractors.

c) A PM with responsibility for monitoring and tracking day-to-day progress and timelines of
deliverables, coordinating communication and project activities, costs incurred, and
program management.

d) A BARDA liaison (may be the PM) with responsibility for effective communication with the

Hologic Confidential & Proprietary Information
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Contracting Officer (CO), Contract Specialist {CS), and Contracting Officer’s
Representative (COR).

e} Administrative and legal staff capable of developing compliant subcontracts, consulting,
and other legal agreements, while also ensuring timely acquisition of all proprietary
rights, including intellectual property (IP) rights and reporting all inventions made in the
performance of the contract.

f)  Administrative staff capable of financial management and reporting on all activities
conducted by the Contractor and any subcontractors.

g) Contract Review Meetings

The Contractor shall participate in regular meetings to coordinate and oversee the
contract effort jointly with the CO, CS, and COR. Such meetings may include, but are
not limited to, the following:

- Meeting with the Contractor and subcontractors to discuss clinical
manufacturing progress, product development, product assay development,
scale-up manufacturing development, clinical sample assay development,
preclinical/clinical study designs and regulatory issues.

- Meeting with individual government consultants and other government officials
to discuss the technical, regulatory, and ethical aspects of the program.

- Meeting with technical consultants to discuss technical data provided by the
Contractor.

h) The Contractor shall participate in teleconferences every week with the CO, CS and COR
to discuss the performance of the contract, unless otherwise directed. Teleconferences or
additional face-to-face meetings may be less frequent at the direction of the CO.

i)  Gantt Chart

Within 30 calendar days of the effective date of the contract, the Contractor shall
submit a first draft of an updated Gantt Chart to the CO, CS and COR for review.
The Gantt Chart shall be incorporated into the contract and will be used to
monitor performance. The Contractor shall include the key milestones,
deliverables, and Go/No-Go decision gates.

i) Project Management Plan

In the management of this contract, the Contractor is encouraged to utilize Project
Management tools/techniques to track and monitor the cost and schedule of the
project. The Contractor and the government agree that at a minimum, the
Contractor shall utilize the cost and schedule tools/techniques in the contract
deliverable for project management purposes.

Hologic Confidential & Proprietary Information
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k) Risk Management Plan
The Contractor shall develop a risk management plan within 90 days of contract
award highlighting potential problems or issues that may arise during the life of the
contract, including the impact on cost, schedule, and performance. Appropriate
remediation plans should reference relevant work segments where appropriate.
Updates to this plan shall be included, at a minimum, on a quarterly basis (every
three months) in the monthly Project Status Report.

I)  Monthly and Annual Reports
If requested, the Contractor shall deliver Project Status Reports on a monthly
basis. The reports shall address the items below cross referenced to the SOW or

other Project Management Plan tool(s):

- Executive summary highlighting the progress, issues, and relevant
manufacturing, non-clinical, clinical, and regulatory activities.

- Progress in meeting contract deliverables, detailing the planned progress and
actual progress during the reporting period, explaining any differences
between the two and corrective steps.

- Updated Risk Management Plan (every 3 months).

- Three-month rolling forecast of planned activities.

- Progress of regulatory submissions.

m) Data Management

The Contractor shall:

- Develop and implement data management and quality control
systems/procedures, including transmission, storage, confidentiality, and

retrieval of all contract data.

- Provide for the statistical design and analysis of data resulting from the
research.

- Provide raw data or specific analyses of data generated with contract funding to
the CO, CS, and COR, upon request.

REGULATORY

The Contractor shall perform the following as outlined below:

Hologic Confidential & Proprietary Information
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a) Engage the Food and Drug Administration (FDA) on a path to support the use of the
product for the specific indication.

b) Prepare materials for and requesting, scheduling, and participating in all meetings with the
FDA, including meetings to review all data packages.

c) Provide BARDA with (1) initial draft minutes and final draft minutes of any formal meeting
with the FDA, and (2) final draft minutes of any informal meeting with the FDA.

d) Provide all communications with FDA to BARDA.
e) Provide aregulatory plan.

FACILITIES, EQUIPMENT, AND OTHER RESOURCES

The Contractor shall provide equipment, facilities, and other resources required for
implementation of the SOW to comply with all Federal and HHS regulations in:

a) The humane care and use of vertebrate animals.
b) The acquisition, handling, storage, and shipment of potentially dangerous biological

and chemical agents, including select agents under biosafety levels required for
working with the biological agents under study.

Hologic Confidential & Proprietary Information
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